STATE OF
DEPARTMENT OF
RULE __ (citation)
(rule title)

STATEMENT OF FACTS AND Cl RCUMSTANCES

[ NOTE: The first sentences of the follow ng three
par agraphs reflect |anguage in Florida s enabling |egislation.
These sentences should be nodified to reflect, as closely as
possi bl e, state statutory |anguage that gives the accrediting
agency rul emaki ng authority, authority to establish a
certification program authority to set criteria for certifying
testing | aboratories, authority to charge and coll ect
certification fees, and any basis specifying how the fee
structure is to be determ ned. ]

Sections (legislative statute citations)

aut hori ze the Departnent of to establish a
certification and approval programfor |aboratories that perform
anal yses of drinking water sanples, and to adopt rules for the
eval uation and certification of |aboratories that perform

anal yses pursuant to the Safe Drinking Water Act. This
certification programfulfills the requirements of Title 40 Code
of Federal Regul ations Part 141.28 for anal yses to be done by
approved | aboratories, so that _ (state) could assune prinmacy
for enforcing the federal Act.

In addition, sections __ (legislative statute citations)
aut hori ze the Departnent of to establish
criteria for the certification of |aboratories performng
anal yses of environnental sanples not covered by __ (drinking
wat er statute citations) ~ and desiring such certification.

The | aboratory demand for such certification exists and has grown
significantly since its inceptionin _ (year) . Currently, the
Departnment certifies approximately | aboratories for safe
drinking water testing and __ | aboratories for environnental
testing.

Sections (legislative statute citations)

aut horize the Departnment to charge and collect certification
fees, based on the nunber of |aboratory analytical functions for
which certification is sought, that are sufficient to neet the
costs incurred in adm nistering and operating these prograns.

The certification fees have not changed since these Rules were
promul gated in _ (year) . At the same tine, travel expenses and
costs of enploying conpetent personnel have increased. As a
result, the existing fees are insufficient to neet the
certification program costs.




Nearly every state and territory has assunmed prinmacy for
enforcing the federal Safe Drinking Water Act; consequently, each
state / territory has established a | aboratory certification
program Laboratories anal yzing sanples fromnore than one state
thus have to be certified in each applicable state. Dealing with
di fferent progranms can be confusing, frustrating, cunbersone, and
expensive to these |aboratories. Certification criteria and the
scope of methods and anal ytes for certification vary widely from
state to state; in sone cases, mutually exclusive requirenents
are inposed on the | aboratories.

To address these concerns, task forces and focus groups at
the U S. Environnental Protection Agency (EPA) have concl uded
that a nationally-recognized accreditation programrun by the
exi sting state certification prograns with federal agency
oversi ght would be feasible and beneficial to environnental
| aboratories. As a result, standards for testing |aboratory
performance and certification program operation were fornmul ated
by consensus with public- and private-sector stakehol ders and
were adopted in July, 1997 at a national conference.

These standards carry no regulatory authority, and state
participation in the national accreditation programis voluntary.
Nevert hel ess, the Departnent deens that __ (state's)
participation is worthwhile because | aboratory adherence to
known, uniform standards produces anal ytical data with
defensi ble, usable quality, from which sound environnent al
managenent deci si ons can be made.

The acceptance of these consensus standards can instill
confidence in the certified |aboratory’ s ability to produce
credible results. Therefore, |aboratories can be spared the tine
and expense of undergoi ng redundant, nultiple on-site inspections
to meet identical criteria. Furthernore, the conpetition anong
| aboratories for environnental testing services can be nade nore
equitable by rejecting noncertified | aboratory data that has no
quality control or validation but was generated solely on | ow
over head or |ow cost.

STATEMENT OF PURPOSE AND EFFECT

The proposed rule anmendnents reflect the intention of the
(Departnent) to operate its testing | aboratory
certification prograns according to the consensus standards
adopted at the National Environmental Laboratory Accreditation
Conference (NELAC) and to ensure that certified testing

| aboratories nmeet these standards. Accordingly, the existing
Safe Drinking Water and Environnmental certification prograns wll
be conbined into one program Laboratories will thus only




concern thensel ves with one application form analyte sheet, and
certificate in conpleting the accreditation process.

The consensus national standards were fornulated wth input
fromfederal agencies, state agencies, and the private sector to
address the concerns that testing | aboratories have with nmultiple
and potentially conflicting state certification requirenents. By
devel opi ng environnmental |aboratory performance standards that
are uniformy inplenented nati onwi de, NELAC hopes to pronote the
generation of data with known, defensible, usable quality from
whi ch sound envi ronnmental nmanagenent deci sions can be nade,
health and safety are enhanced for all public stakehol ders, and
potential cost savings can be provided.

Under the NELAC standards, |aboratories nmust still neet
proficiency testing, on-site assessnent, and docunented quality
systemrequirenents. However, there will be differences in how
each requirenent is used in the certification process and
differences in the tinetable and sequence for fulfilling
successi ve requirenents.

For proficiency testing, the United States Environnental
Protection Agency (EPA) will discontinue offering its Water
Supply, Water Pollution, and D scharge Mnitoring Report Quality
Assurance proficiency sanples after cal endar year 1998. Under
these rul e anmendnents | aboratories can choose to anal yze these
sanples free of charge while they are still available or analyze
sanples fromprivate-sector commercial providers that neet the
adopt ed NELAC standards. Laboratories are therefore no | onger
restricted to two possible testing rounds per year, as defined by
t he EPA schedules. A mninmumof 30 days is required, though,
bet ween successive proficiency testing rounds that can be
considered for certification purposes.

Currently, l|laboratories only have to pass one proficiency
sanpl e per year for each avail able analyte or, for an anal yte
that is pending certification, pass the proficiency sanple from
the latest testing round. Under NELAC the tinmefrane delineation
of the state Fiscal Year is elimnated. Thus, although the

required pass rate is still at |east one proficiency sanple per
year, any analytes failed on any two consecutive testing rounds
will lose certification status, not just the two testing rounds

during a particular Fiscal Year. The NELAC standards al so
contain provisions for judging | aboratory proficiency for

anal ytes not present in the test sanples, and the required
testing will include solid matrices and m crobi ol ogi cal speci nens
that are not currently covered in the EPA prograns.

Laboratories are still required to undergo an on-site
| aboratory inspection by trained Departnment (or NELAC)



certification officers at |east once every two years or before
pendi ng anal ytes and test nmethods can be added to a | aboratory’s
certification. However, for pending certification, the proposed
rul e amendnents no |longer require the |aboratory to have an
approved quality assurance (QA) plan or denonstrate proficiency
bef orehand as a prerequisite to the on-site assessnent. Thus,
even though the | aboratory has to pass the pendi ng anal yte and/ or
met hod on two of the nobst recent three proficiency testing rounds
prior to receiving certification, the option of multiple
providers allows for the |aboratory to attain certification in a
shorter anount of tine, once the on-site inspection findings,
proficiency testing results, and the docunented | aboratory
quality system have been determ ned conpliant with NELAC

st andar ds.

The NELAC standards require | aboratories to have docunented
quality systens. Although the |aboratories do not necessarily
need to submt their quality systens to this Departnent for
approval, the Departnent will still encourage | aboratories to
submt QA plans consistent with NELAC requirenents because the
submtted plans aid in the preparations for on-site inspections
and because sone state regulations require QA Plan approval in
lieu of |laboratory certification.

The NELAC-required Quality System (whether or not submtted
to the Departnent) nust contain the follow ng el enents:

- Quality policy statenent by top nmanagenent

- Description of the organizati on and managenent structure

- Rel ationshi ps between nanagenent, technical operations,
and support services

- Description of |aboratory docunent control procedures

- Job descriptions of key staff

- ldentification of approved signatories and responsible
parties

- Procedures for achieving traceability of nmeasurenents

- Listing of test nethods being perforned

- Mechani sns for ensuring adequate facilities, equipnent,
and resources

- References to calibrations, verifications, and test
procedures used

- Procedures for handling submtted sanples

- Reference to major equi pnent, standards, facilities,
reagents, supplies, and services used in conducting
tests

- Procedural references to equipnent calibration,
verification, and mai ntenance

- Reference to interlaboratory conpari sons, proficiency
tests, reference materials, and internal quality
control in use



-  Procedures foll owed when di screpanci es occur or
departures from standard operations are needed

- Managenent arrangenents for allow ng departures from
st andard procedures

-  Procedures for handling conplaints

- Procedures for protecting confidential or proprietary
i nformation

- Procedures for audits and data revi ews

- Procedures for establishing that personnel are adequately
experienced to carry out assigned duties

- Procedures for reporting analytical results

- Table of Contents plus applicable reference lists,
gl ossari es, and appendi ces

The on-site | aboratory inspection will verify that the
| aboratory has the docunentation and records, sufficient to
denonstrate adherence to its quality system and wll assess the
adequacy of the quality systemelenents in neeting the NELAC
standards. The Departnent’s current use of on-site inspections
does attenpt to provide an external assessnent to a | aboratory’s
quality systemas well as verify testing | aboratory perfornance
according to approved nethods. Nevertheless, the NELAC standards
attenpt to elimnate any uncertainties that |aboratories may have
regarding what will be covered during on-site inspections.

The proposed rul e anendnents will reorgani ze the scope of
certification offered into accreditation tiers that are based on
| aborat ory organi zati onal function, scientific discipline, EPA
envi ronmental program test nethod, then analyte. To be
certified in successive tiers, a |laboratory nust neet general
requi renents pertinent to its organizational function (|laboratory
testing or field sanpling), then fulfill successively nore
stringent requirenents relevant to the scientific discipline
(bi ol ogy, chem stry, radiochem stry), EPA regul atory program
(CAA, CWA, SDWA, RCRA, CERCLA), approved test nethods, and
specific anal ytes that are validated within each nmethod. Because
the key tenets of NELAC are the performance of | aboratories and
certification prograns according to prescribed standards,
offering the scope of certification in the sane format as the
NELAC accreditation tiers will facilitate the reciprocal
certification of in-state |aboratories by other state
certification prograns.

EPA has pronul gated new revi sions and updates to the
approved nethods for air, drinking water, wastewater, solid
wast e, sludge, and hazardous waste testing. Accordingly, the
proposed rul e anmendnents will update references for the test
nmet hods approved for certification to include these | atest
versions and to del ete obsolete versions. For sone |aboratories,
this change will result in the deletion of test nethods fromits



certification. However, the Departnent will adopt the policy of
grandfathering the | aboratory’s certification to the cl osest
equi val ent approved nmethod (if not already certified) and
requiring the | aboratory either to revise its method nunber
references, Quality System and data validation techniques to
conformto the grandfathered nethod, or to apply for
certification of an alternate approved net hod.

Because of the increased costs in operating the
certification program the certification fees assessed to
| aboratories will change. The Departnent realizes that
| aboratories soon will have to pay for proficiency sanples.
Therefore, costs to |aboratories will be proportional to the
scope of accreditation sought, will be reflective of the state
resources needed to assess particular tests, but will be
reasonabl e enough to allow participation by any |aboratory that
meet s NELAC st andards, regardless of its size or financial
endownrent .

[ This state-specific paragraph should state what the
certification and application fees wll be and what other costs
are to be assessed (such as on-site inspection expense fees). A
summary of the justification for the fee structure can be stated
here, but the justification should be described in greater detai
in the Econom c I npact section.]

SUMVARY OF THE RULE

These rul e anendnents reorgani ze the existing Safe Drinking
Wat er and Environnmental testing |aboratory certification prograns
into one accreditation programthat conforns to National
Envi ronmental Laboratory Accreditation Conference (NELAC)
standards. Under these standards, testing | aboratories nust neet
proficiency testing, quality system and on-site assessnent
requi renents that have been fornulated and ratified by
representatives fromfederal governnment agencies, state
certification progranms, and participating testing |aboratories.
The existing certification categories are transforned into tiers
of accreditation based on scientific testing (biology, chem stry,
radi ochem stry), environmental nonitoring program (SDWA, CWA
RCRA, CERCLA, CAA), test nethods, and contam nant anal ytes.
Accordingly, the certification fees are revised to reflect the
cost of certifying testing | aboratories nore accurately.

ECONOM C | MPACT STATEMENT
(1) Estimate of Cost to | nplenent

The Departnent of w ll incur in

costs to train its Laboratory Certification Oficers according to




t he adopted NELAC standards, once this training becones

avail able. This cost estimate is based on training _ Oficers
with one week of general NELAC training and up to three weeks of
specialized training, at $1500 per week.

In order to pronulgate this rule, the Departnment will incur
adm ni strative costs of __ , as follows:
Wor kshops
Post age

Publ i cati on costs
Court Reporter
Printing of rules

(2) Cost or Benefit to Persons Directly Affected

The cost changes to pending and certified testing
| aboratories will occur in three areas: certification fees, on-
site inspection fees, and proficiency test sanple costs.

[ This state-specific paragraph should contain detailed
i nformati on about what the certification fees will be and the
changes relative to the old fee structure for testing
| aboratories of the follow ng sizes:

(1) Snmall |aboratories performng only Drinking Water
m crobi ol ogy anal ysis or supporting only CM NPDES perm t
conpl i ance worKk.

(2) Internedi ate-size |aboratories who typically perform
only SDWA and CWA mi crobi ol ogy, netals, and general chemstry
(gravinmetric, colorinetric, titrimetric, potentionetric) testing.

(3) Full-service testing | aboratories that typically
perform m crobiol ogy, netals, general chemstry, volatile
organi cs, extractable organics, and pestici des/ herbici des/PCB s
testing for SDWA, CWA, RCRA, and CERCLA prograns.

(4) Specialized testing |aboratories, which typically
conduct testing in one specific area (e.g. Asbestos, D oxin,
Bi oassay, Radi ochem stry).

(5 Permtted source air emssions facilities, anbient air
nmoni t ori ng networks, and continuous em ssions nonitoring networks
that may fall within the scope of testing certification
requirenents for the first tine.]

Typi cal, existing inspection expense fees for out-of-state
| aboratories range within $ since the travel tines
and di stances are greater than for in-state | aboratories.




However, these anmounts for an out-of-state |aboratory can be
reduced if some or all of its certification can recomended

t hrough reciprocity from ot her NELAC-subscribing and NELAC
conpliant state certification prograns that are nearer to the
| aboratory’s physical |ocation.

Al though not an explicit part of these rule anmendnents, the
costs of obtaining comercial proficiency sanples when EPA
di scontinues its prograns wll inpact testing | aboratories in
1999. Since |aboratories nust participate in at |east two
testing rounds per year, yearly cost estinmates are $200-300 for
dri nki ng water m crobiol ogy, $450-900 for drinking water netals
and general chem stry, $800-1600 for drinking water organic
contam nants, $500-1500 for wastewater netals and general
chem stry, $600-1200 for wastewater organics, and $750- 1500 for
sol i d- phase sanples. These costs wll be higher if the
| aboratory nust participate in additional testing rounds in order
to denonstrate the necessary proficiency.

The financial benefits of certification to testing

| aboratories are indirect and intangible. In practice,
| aboratories use the certification credentials in their marketing
and public relations to attract potential clients. In sone

cases, custoners do require a |laboratory to be certified as a
condition for condition for doing business. The docunented
Quality System required under NELAC should hel p | aboratories
reduce costs by elimnating systematic errors and the need for
repeat sanple analysis. |Increased costs associated with data
defensibility and | egal scrutiny should also be mnimzed if the
| aboratory diligently follows its Quality System and the approved
test nethods as docunented. The certification process also
serves as an external assessnent of the laboratory’ s quality
practices.

(3) Estimate of Effects on Conpetition and the Open Market

The proposed rul e anmendnents are not expected to have any
effect on conpetition and the open nmarket. However, if
| aboratory performance according to NELAC standards enhances the
acceptability and validity of testing data, then the public and
regul atory agency demand for services fromcertified | aboratories
shoul d elimnate conpetition fromunqualified |aboratories that
underbid certified |laboratories for contracts.

(4) Data and Met hods Used in Maki ng Above Esti mates

Data on the revenues and expenses for the trust fund
established for the Departnent’s |aboratory certification program
is avail abl e through the state accounting system Revenues are
derived fromcertification fees, application fees, and out-of -



state inspection expense fees. The majority of expenses are for
staff salaries and benefits, travel expenses, and adm nistrative
overhead. The previous increase in certification fees __ years
ago was sufficient to create a small surplus. However, the
rising costs of state benefit prograns and adm nistrative
expenses have erased this surplus, and the certification program
is currently operating at a deficit.

Wth the added responsibility of operating the certification
program according to the NELAC standards and with the proposed
reorgani zation of the scope of certification into the NELAC tiers
of accreditation, the Departnent has assessed the person-hours
for each job classification involved with processing the
application form review ng proficiency test results, approving
Quality Systens, conducting on-site |aboratory inspections, and
issuing certification credentials. The Departnment has al so
considered the costs associated with training the on-site
assessors in the NELAC standards, newly approved anal yti cal
techni ques, additional regulatory prograns (e.g. CAA), and EPA' s
proposed Performance- Based Measurenent Systens in devising the
new fee structure. Under these considerations and circunstances,
t he proposed fees are deened the nost reasonabl e and equitable
when considering the substantial interests of both smal
| aboratories and | arge | aboratories, the Departnent’s efforts for
each aspect of the certification process relative to the scope of
anal ytes and net hods sought, and the revenues needed to cover
t hese projected costs.

(5) Inpact on Snall Busi ness

In considering the proposed fee structure, the Departnent
considered that a given increase in costs to |aboratories could
have a di sproportionate inpact on smaller |aboratories, whose
budgets are snmaller and are often beyond the | aboratory section’s
ability or authority to control. In addition, sone smaller
| aborat ori es’ expenses nust be projected, planned, and budgeted
for the next Fiscal Year; the Departnment thus considered the
| onger tinmefranme with which smaller | aboratories may need to
handl e certification cost changes.

In effect, the full-service testing | aboratories wll
actually be subsidizing the certification fees of smaller
| aboratories because a fixed anmount of staff tine is spent
reviewing a |l aboratory’s organi zation and Quality System
regardl ess of size. Also, the marginal tinme for review ng
addi tional analytes and test nethods is proportionally smaller
than the fees that full-service organizations pay relative to the
smal | |aboratories. Nevertheless, the usual comments from | arger
| aboratories indicate no objection to this disparity as |ong as
the smal |l er | aboratories are assessed according to the NELAC



standards with the sane |evel of scrutiny as the |arger

| aboratories, and as long as the conpetitive playing field is
level wth respect to smaller |aboratories not receiving tax
revenues, cost subsidies, or other preferential treatnents that
| arger | aboratories have no access to, in bidding for the sane
service contracts.

FEDERAL COMPARI SON STATEMENT

The Safe Drinking Water Act (SDWA) is the only environnental
regul ation that requires anal yses by approved | aboratori es.
These regul ations only specify absence of fraud, satisfactory
anal ysis of proficiency sanples, and use of approved test nethods
as requirenents for approval. EPA has published a “Manual for
the Certification of Laboratories Analyzing Drinking Water” (now
in the 4th Edition), which EPA uses to inspect the Principal
State Laboratory and encourages state certification prograns to
use for other |aboratories. However, since this EPA Manual, the
NELAC St andards, and | aboratory certification for other
envi ronmental nonitoring prograns have no regulatory force, a
conpari son of these rule anmendnents to the federal requirenents
does not exist.



